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Applicant(s) 

PADHYE ET AL. 
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1641 





The MAILING DATE of this c mmunicati n appears on the cover sheet with the c rrespondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 12 August 2003 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 1-25 is/are pending in the application. 

4a) Of the above claim(s) 12-25 is/are withdrawn from consideration. 

5) M Claim(s) 2-6 and 8-11 is/are allowed. 

6) ^ Claim(s) 1 and 7 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner, 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
11 )□ The proposed drawing correction filed on is: a)D approved b)Q disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) Q The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)DAII b)D Some*c)D None of: 

1 0 Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1 ) ^ Notice of References Cited (PTO-892) 4) O Interview Summary (PTO-41 3) Paper No(s). . 

2) Q Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) Q Notice of Informal Patent Application (PTO-152) 

3) ^ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 
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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election of Group I, claims 1-11 in Paper No. 5 is acknowledged. 
Because applicant did not distinctly and specifically point out the supposed errors in the 
restriction requirement, the election has been treated as an election without traverse 
(MPEP§ 818.03(a)). 



Information Disclosure Statement 

2. The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1.98(b) requires a list of all patents, publications, or other 
information submitted for consideration by the Office, and MPEP § 609 A(1 ) states, "the 
list may not be incorporated into the specification but must be submitted in a separate 
paper." Therefore, unless the references have been cited by the examiner on form 
PTO-892, they have not been considered. 



Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 
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4. Claims 1 and 7 are rejected under 35 U.S.C. 102(e) as being anticipated by Paul 
Barstad (U.S. Pub 2002/0028476). 

The instant claimed invention is directed to a method of detecting thiopurine 
methyltransferase obtaining a biological sample from an individual and assaying for the 
level of a TPMT-catalyzed reactant product. Paul Barstad anticipates the instant claims 
by teaching a method of determining thiopurine methyltransferase (TPMT) activity in a 
subject. This method includes the steps of reacting a sample obtained from a subject 
with a methylated pruine product. The reacted product is then contacted with an acid 
and precipitated. Detecting the purine product will indicate the level of TPMT. The 
purine product can be detected by fluorescence (See abstract). TPMT binds to 6- 
methyl-mercaptopurine for purine synthesis (See Figure 1). Paul Barstad teaches that 
methylated purine products can be detected by a variety of quantitative techniques 
suitable for distinguishing them from other compounds (page 3, paragraph 0028). 

5. Claims 1 and 7 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Micheli et al (Clinica Chimica Acta (1997) vol. 259, pages 161-168). 

Micheli et al teaches a method that used reverse-phase high performance liquid 
chromatography to determine thiopurine methyltransferase enzyme activity. The 
method is based on the directed quantitation of 6-methy-mercaptopurine produced from 
6-mercaptopurine by crude erythrocyte lysates. The method is accurate and reliable 
and suitable for diagnostic use. 
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Allowable Subject Matter 

6. Claims 2-6 and 8-1 1 are allowed. 

7. The following is a statement of reasons for the indication of allowable subject 
matter: The prior art neither teaches or suggests using antibodies that bind methylated 
reaction products of TPMT for detection. 

Conclusion 

8. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

A. Kroplin et al teaches Thiopurine S-methyltransferase activity in human 
erythrocytes utilizing a new HPLC method using 6-thioguanine as substrate (European 
Journal of Clinical Pharmacology (1998) Vol. 54, pages 265-271). 

B. Ranby et al teaches a method for quantification or qualification of antigens 
with an immunological solid phase, for example ELISA (USP#5,1 69,756) 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Deborah A Davis whose telephone number is (703) 308- 
4427. The examiner can normally be reached on 8-5 Monday thru Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long Le can be reached on (703) 305-3399. The fax phone number for the 
organization where this application or proceeding is assigned is (703) 872-9306. 
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Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 
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